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DISCLOSURE UNDER 37 C.F.R. $§1.56, 1.97 AND 1.98 

Sir: 

Pursuant to the duty of disclosure under 37 C.F.R. §§1.56, 1.97 and 1.98, the Applicant 
requests consideration of this Information Disclosure Statement. 

Compliance with 37 C.F.R. §1.97 

This Information Disclosure Statement has been filed before the mailing date of a first 
Office Action on the merits in the above-identified case. No fee or certification is required. 

Information Cited 

A. The Applicant hereby makes of record in the above-identified application the information 
listed on the attached form PTO-1449 (modified). The order of presentation of the references 
should not be construed as an indication of the importance of the references. 

B. The Applicant hereby makes the following additional information of record in the above- 
identified application. The following are related pending U.S. nonprovisional patent applications 
(copies filed with parent application 09/818,918 filed March 27, 2001) which do not appear on 
the 1449 form: 
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Docket No. 


Serial No. 


Filing Date 


Inventor(s) 


CI 040/7006 


09/316,199 


05-21-1999 


McCluskie et al. 


CI 039/7020 


09/337,584 


06-21-1999 


Krieg et al. 


CI 03 9/7023 


09/337,636 


06-21-1999 


Krieg 


CI 03 9/7022 


09/337,893 


06-21-1999 


Krieg 


CI 039/7029 


09/415,142 


10-09-1999 


Krieg et al. 


CI 039/7043 


09/629,477 


07-31-2000 


Krieg et al. 


C1039/7041 


09/655,319 


09-05-2000 


Krieg et al. 


CI 039/7035 


09/669,187 


09-25-2000 


Krieg et al. 


C1037/7013 


09/776,479 


02-02-2001 


Bratzler et al. 


CI 039/7049 


09/824,468 


04-02-2001 


Krieg et al. 


CI 039/7060 


10/112,653 


03-29-2002 


Krieg et al. 



The following are related PCT Publications (copies filed with parent application 
09/818,918 filed March 27, 2001) which were published after the priority date and do not 
appear on the 1449 form: 



Publication No. 


Date of Publication 


WO 98/18810 


05-07-1998 


WO 98/37919 


09-03-1998 


WO 98/40100 


09-17-1998 


WO 98/52581 


11-26-1998 



Remarks 

Documents cited on the attached form PTO-1449 (modified) are enclosed unless 
otherwise indicated on the attached form PTO-1449 (modified). It is respectfully requested that: 

1 . The Examiner consider completely the cited information, along with any other 
information, in reaching a determination concerning the patentability of the present claims; 

2. The enclosed form PTO-1449 be signed by the Examiner to evidence that the cited 
information has been fully considered by the Patent and Trademark Office during the 
examination of this application; 

3. The citations for the information be printed on any patent which issues from this 
application. 
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Art Unit: 



By submitting this Information Disclosure Statement, the Applicant makes no 
representation that a search has been performed, of the extent of any search performed, or that 
more relevant information does not exist. 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, material to 
patentability as defined in 37 C.F.R. § 1.56(b). 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, in fact, prior 
art as defined by 35 U.S.C. §102. 

Notwithstanding any statements by the Applicant, the Examiner is urged to form his own 
conclusion regarding the relevance of the cited information. 

An early and favorable action is hereby requested. 



Respectfully submitted, 

Arthur M. Krieg, et ai, Applicant(s) 




Helen C. Lockhart, Reg. No. 39,248 
Wolf, Greenfield & Sacks, P.C. 
600 Atlantic Avenue 
Boston, MA 02210 
Telephone (617) 720-3500 



Docket No. C1039/70073US00 
Dated: December 22, 2003 
xNDDx 
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U.S. PATENT DOCUM ENTS 



Examiner's 
Initials^ 


Cite 
No. 


U.S. Patent Document 


i>ame oi raieniee or Applicant oi i^iieu 
Document 


Date of Publication or of issue 
of Cited Document 
MM-DD-YYYY 


Number 


Kind 

Code 




* 


3,906,092 




Hilleman et al. 


09-16-1975 




* 


5,023,243 




Tullis 


06-1 1-1991 




* 


5,248,670 




Draper et al. 


09-28-1993 




* 


5,585,479 




Hoke et al. 


12-17-1996 




* 


5,663,153 




Hutcherson et al. 


09-02-1997 




* 


5,723,335 




Hutcherson et al. 


03-03-1998 




* 


5,786,189 




Locht et al. 


07-28-1998 




* 


5,849,719 




Carson et al. 


12-15-1998 




** 


6,194,388 


Bl 


Krieg et al. 


02-27-2001 




** 


6,207,646 


Bl 


Krieg et al. 


03-27-2001 




** 


6,214,806 


Bl 


Krieg et al. 


04-10-2001 




** 


6,218,371 


Bl 


Krieg et al. 


04-17-2001 




** 


6,239,116 


Bl 


Krieg et al. 


05-29-2001 




** 


6,339,068 


Bl 


Davis et al. 


01-15-2002 



FOREIGN PATENT DOCUMENTS 



Examiner's 
Initials^ 


Cite 
No. 


Foreign Patent Document 


Name of Patentee or Applicant of Cited 
Document 
(not necessary) 


Date of 
Publication of 
Cited Document 
MM-DD-YYYY 


Translation 
(Y/N) 


Office/ 
Country 


Number 


Kind 

Code 




* 


EP 


0468520 


A3 




01-29-1992 






* 


EP 


0302758 


Bl 




11-08-1989 






* 


WO 


91/12811 






09-05-1991 






* 


WO 


92/03456 






04-05-1992 






* 


WO 


92/18522 






10-29-1992 






* 


WO 


92/21353 






12-10-1992 






* 


WO 


94/19945 






09-15-1994 






* 


WO 


95/05853 






03-02-1995 






* 


wo 


95/26204 






10-05-1995 






* 


wo 


96/02555 


Al 




02-01-1996 






* 


wo 


96/35782 






1 1-14-1996 






* 


wo 


97/28259 






08-07-1997 






* 


wo 


98/14210 






04-09-1998 





OTHER ART — NON PATENT LITERATURE DOCUMENTS 



Examiner's 
Initials^ 


Cite 
No 


Include name of the author (in CAPITAL LETTERS) title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, relevant page(s), volume-issue 
number(s), publisher, city and/or country where published. 


Translation 
(Y/N) 




* 


ADYA N et al., Expansion of CREB's DNA recognition specificity by Tax results from interaction 
with Ala-Ala-Arg at positions 282-284 near the conserved DNA-binding domain of CREB. Proc 
Natl Acad Sci USA 91(12):5642-6, Jun. 7, 1994. 








CI 


AGRAWAL et al. Molecular med. Today, Vol. 6, pp. 72-81 (2000) 








* 


ANGIER N, Microbe DNA seen as alien by immune system, New York Times, Apr. 11, 1995. 








* 


AZAD RF et al., Antiviral activity of a phosphorothioate oligonucleotide complementary to RNA 
of the human cytomegalovirus major immediate-early region, Antimicrobial Agents and 
Chemotherapy, 37:1945-1954, Sep. 1993. 







741376.1 



FORM PTO-1449/A and B (Modified) 

INFORMATION DISCLOSURE 

OTP A TTT 1 A/f rrXTT T>\/ A T>T>T T A XTT 1 

S 1 A 1 EMEIN 1 BY ArrLrlCAJNl 


APPI ICATION NO • Nr>t vpt n^ianed 


ATTY nOPk" PT "MO - C 1 010/700711 IQOO 


FILING DATF- Herewith 




APPLICANT: Krieg et al. 




GROUP ART UNIT: Not yet assigned 


EXAMINER: Not yet assigned 


Sheet | 2 1 of | 6 





* 


AZUMA, Biochemical and immunological studies on cellular components of tubercle bacilli. 
Kekkaku, 69(9):45-55 (1992). 








* 


BALLAS ZK et al., Induction of NK activity in murine and human cells by CpG motifs in 
oligodeoxynucleotides and bacterial DNA. J Immunol 157(5): 1840-5 (1996). 










BAYEVER E, systemic administration of a phosphorothioate oligonucleotide with a sequence 
complementary to p53 for acute myelogenous leukemia and myelodysplastic syndrome: initial 

i*f»eiilte r\ i' o PliaeA T trial A viti cnn vn J?s>c 7^i/9u 1GO /1QQ1\ 

resuus oi d rnase i iridi, siniisense ites uev, j.joj-jyu \iyyj). 








* 


BENNETT RM et al., DNA binding to human leukocytes. Evidence for a receptor-mediated 

dSSUCldllUIl, llllCIIIdllZdUOIl, dllU UcgrdUdllOn OI UINA.. J L,IM iflVCSl lOyO) .Z 1 oZ-y\J \\lyoj). 








* 


BIOLABS 1988-1989 Catalog, Random Primer #s 1230, 1601, 1602. 








* 


dlaa i ck ei ai., oenes expressea in t>rugia maiayi lniective tnira stage larvae, Mol Biocnem 
Parasitol 11:17-93 (Apr. 1996). 








* 


BOGGS RT et al., Characterization and modulation of immune stimulation by modified 
oligonucleotides, /inusense tvucieic aciu urug uev /\\j).hoi- / 1, uct. vyyi . 








* 


BRAND A et al., Immune stimulation by an antisense oligomer complementary to the rev gene of 

HTV-1 Rinrhem Phnrmnrnl d^f 10V}ni7 IftAI HQQ'W 








* 


BR AND A RF et al., Amplification of antibody production by phosphorothioate 

rJicmHpnYvrmrlRntiH^c 7 J nh Clin AA&/1 1 18 Qp»r* 1 QQA 

uiiguucuAyiiucicuiiucs. j laiu Ksiin ivieu LZoyj) . JZ7O0, oep. 1WO. 








* 


BRISKIN M et al., Lipopolysaccharide-unresponsive mutant pre-B-cell lines blocked in NF-kappa 
B activation, Mol Cell Biol, 10:1:422-5 (1990). 








* 


CHACE J et al., Regulation of differentiation in CD5+ and conventional B cells, Clin Immunol 
Immunopathol, 68(3): 327-332 (1993). 








* 


CHANG YN et al., The palindromic series I repeats in the simian cytomegalovirus major 
immediate-early promoter behave as both strong basal enhancers and cyclic AMP response 

p | piri p nfc / A/1/ 1 \.-~)£ L A 11 loo I QQA 

elements, j viroi onyi ) .zoh- / /, Jan. lyyu. 








* 


CHU RS et al., CpG oligodeoxynucleotides act as adjuvants that switch on T helper 1 (Thl) 
immunity, j Exp mea too^tu;. lozj-Ji, inov. i/, iyy/. 








* 


COWDERY J et al., Bacterial DNA induces NK cells to produce IFN-gamma in vivo and increases 
the toxicity of lipopolysaccharides, J Immunol, 156:12:4570-5 (1996). 








* 


CROSBY SD et al., The early responses gene NGFI-C encodes a zinc finger transcriptional 
activator ana is a memoer or tne ocouuOOCu (Obu) element-binding protein tamily, Mol Cell 
Biol, 2:3835-3841 (1991). 








* 


CRYSTAL R, Transfer of genes to humans: early lessons and obstacles to success, Science, 

L /U. £ +U'+- £ t 1U \\.yyJ). 










oiNoi^ioi^ri ei ai., v-nemiLdiiy mouinea oiigonucieoiiues as prooes ana lnniDitors, Angew L,nem tnt 








* 


ERB KJ et al., Infection of mice with Mycobacterium bovis-bacillus Calmette-Guerin (BCG) 
suppresses allergen-induced airway eosinophilia. J Exp Med 187(4):561-9, Feb. 16, 1998. 








* 


ETLINJER, Carrier sequence selection-one key to successful vaccines, Immunology Today, 
13(2):52-55 (1992). 








* 


European Patent Office, International Search Authority-Search Report, PCTUS95/01570, Jul. 1 1, 
1995. 








* 


FOX RI, Mechanism of action of hydroxychloroquine as anantirheumatic drug, Chem Abstracts 
120:15, Abstract No. 182630 (Apr. 29, 1994). 








* 


GURA T, Antisense has growing pains, Science, 270:575-576 (1995). 








* 


HADDEN J et al., Immunopharmacology, JAMA, 268:20:2964-2969 (1992). 








* 


HADDEN J et al., Immunostimulants, TIPS, 141:169-174 (1993). 








* 


HALPERN MD et al., Bacterial DNA induces murine interferon-gamma production by stimulation 
of interleukin-12 and tumor necrosis factor-alpha. Cell Immunol 167(l):72-8 (1996). 
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HATZFELD J, Release of early human hematopoietic progenitors from quiescence by antisense 
transforming growth factor (31 or Rb oligonucleotides, J Exp Med, 174:925-929 (1991). 
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H0EFFLER JP et ah, Identification of multiple nuclear factors that interact with cyclic adenosine 
3', 5' -monophosphate response element-binding protein and activating transcription factor-2 by 
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JAKWAY J et al., Growth regulation of the B lymphoma cell line WEHI-231 by ami- 

i m mi lni^ol /^ImiI in lmr\nr\l\/co./">/"*ho.f*i/*ip» onH /\tl*»£»i* V\o ct&ri n 1 ntwHur* to 7 /mmun/i/ 117*7«111*^ 11 
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KATAOKA T et al., Antitumor activity of synthetic oligonucleotides with sequences from cDNA 
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i ntorl oi il*-i n f\ ir^tot*1/>nl/"in 11 inrl \r^t t^r fa mr\ ^Timmo T}*-s\r* Msitl A s*sis7 C/-»i" I IC A O1/1\-101O 

lnierieuKin o, lnieneuKin iz, ana lnierreron gamma, rroc rsaii acclu oci UoA yj{/).Zo /y-oJ 
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KRIEG AM et al., CpG motifs in bacterial DNA trigger direct B-cell activation. Nature 374:546-9, 
6 Apr. 1995. 
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KRIEG AM et al., Leukocyte stimulation by oligodeoxy nucleotides, Applied Antisense 
Oligonucleotide Technology 431-448 (1998),. 










KRIEG AM et aL, Modification of antisense phosphodiester oligodeoxynucleotides by a 5' 
cholesteryl moiety increases cellular association and improves efficacy, Proc Natl Acad Sci USA, 
90:1048-1052 (1993). 
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KRIEG AM et al., Oligodeoxy nucleotide modifications determine the magnitude of B cell 
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inducible. Antisense Res Dev 1(2): 161-71, Summer 1991. 








C2 


KRIEG et al., Immunology Today vol. 21, No. 10, pp. 521-526 (2000) 
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Cancer Res, 83:1128-1131, Nov. 1992. 
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d(CGCGAATT(08A)GCG), Biochemistry, 31(36):8415-8420 (1992). 
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LIPFORD G et al., Immunostimulatory DNA: sequence-dependent production of potentially 
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* 
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